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There are numerous entities across the government sector that serve as a source of new research 
protocols. As an academic teaching hospital with an established research presence, government 
funded research makes up a large portion of our institutions research portfolio. 

When partnering with a given agency, it is typical that you will have to supply unique information 
describing the population of interest and recruitment methods in detail. 
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Similarly, there are many industry sponsors of research that are always looking for partners in order to 
access specific patient populations or target various research subjects.  I have listed a handful that my 
research group has partnered with over the past years. 

These groups typically want very clear and detailed information regarding the subject population, as 
they are usually seeking to partner with those hospitals/care centers that will help them answer a 
specific question by targeting a defined group of patients/subjects (reduce variability, bias, 
confounding, etc.). 
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There are also many private funding agencies that release requests for proposals and each of these 
will have their own requirements in terms of outlining the specifics of your research protocol. 
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Finally, collaborator-initiated investigations, either internal or external, are yet another source of 
potential research protocols. 

As an example, I received the displayed email just this week in regard to a research protocol by one of 
our collaborators Syracuse University. 

The inquiry was a direct response to low recruitment rates at his site. 
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Why am I telling you this?  The point I want you take away is that each and every one of us have 
unique challenges before a trial even begins.  Knowing who your sponsor, “client” or funding source is, 
is an important piece of information that will help you take a more direct course of action and become 
more informed and efficient in your responsibilities. Ultimately, it is important to consider the sponsor 
because this will give you a sense of how much and where you will have flexibility moving forward. 
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Moving a few steps forward; after you’ve considered whether or not you want to take on the project, 
you need to answer the question of whether or not you can complete the protocol. 

I generally start with the low-hanging fruit that are the greatest threats to the protocols success.  For 
example, will I need to recruit 100 Alaskan natives in Rochester, NY?  This probably won't work.  If you 
cannot access the population of interest how will you conduct the protocol?  Stop, think, and consider 
the operations and logistics involved in executing the study.  Perhaps the protocol requires all 100 
individuals be recruited in one week?  Maybe it’s just too expensive to drive to make home visits to 
rural areas? Consider these factors, and how you’ll move forward with the resources available. 

7 



*  I’ll describe in a moment sources of historical data, but it will be important to consider this when 
comparing to potential recruitment efforts. *  This past fall, I managed a protocol that required my 
staff to pull and evaluate football players following an impact to head as measured by sensors installed 
in their helmets.  When I originally read through the protocol, it seemed quite simple in nature. ..  
However, the operationalization of these activities was a far greater challenge than I ever imagined, as 
it was a very disruptive event for the coaching staff, the players, and the athletic trainers.  I quickly 
realized we needed to adapt our strategies in order to continue. 
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What are ways that you can reliably predict enrollment rates?  When considering trends and historical 
data, it is important to consider what sources of data you obtain information from.  First, you need to 
consider what it is that you want to know, which will help you to determine which data you will want 
to collect.  Consider where you might find this information, which will point you towards the 
appropriate sources of data.  The image on the screen was taken from the URMC intranet page for 
providers.  Each of these is a source of information that will provide specific data describing the 
behavior and events in our clinical care system.  

 

Once you identify a database that may contain the information you are looking for, consider what data 
fields you want to evaluate to best answer the question at hand.  For example, in eRecord, I can 
generate a report between two time points that may include these 4 variables.  For some individuals, 
these will be the same, and for others very different. Consider what exactly it is that you need, and 
consider only this information if it answers your question.  These differences may also be used to 
explain sources of variation between what you predicted prior to initiating the research and your 
observed enrollment rates.   

 

The sooner you can understand the reseaons behind these differences, the soon you will be able to 
use them to your advantage. For example, strategic and creative applications of available data can be used to manipulate protocol processes that may involve 

staffing. Consider the daily variation in the availability of patients to enroll into a given protocol.  I recently managed a randomized, placebo-controlled drug trial protocol where patients with neck pain due 
to an MVC were enrolled to and treated with Venlafaxin.  Given the sensitive issues relating to enrolling subjects into a drug trial, the enrollment process took quite a bit of time for study staff.  Given that 
MVC’s increased during peak travel times (AM/PM rush hour), the number of missed enrollments during these times increased, making it immediately apparent that a change in staffing was warranted.   By 
carefully examining the enrollment numbers as a % of overall MVCs by day and by hour while holding the number of staff constant, it became clear that a change in the available staff needed to be increased 
during these periods of greater influx. 
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Here are two examples that I have had the unfortunate first hand experience of going down the wrong 
road thinking I was well informed. 

 

Epic/Hyperspace; each procedure is wrapped up under a single visit, or contact serial number (CSN) 

Flowcast; (billing purposes) each procedure is recorded as a different visit 
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